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Frcxi Slunccka

1016 Sollth Cliff Avenue

Siollx Falls, SouLl\ Dakota 57104

011 J:iI\LI:~m ‘IO :Ind 31, 1997, the Fooci and Drug Administratiotl conducted ar~
ifls[lcctiu[l 0[ your Oxygen USP transfilling firm, Mersco Medical, Inc., at 712

So(ltll Cliff Avenue, Sioux Falls, SD. The Investigator found your firm to lx
cpcr:lti[lg unticr significant deviations from Cumnt Good Manufacturing Practice
(CGbf I’) reg~llations for chug products [Title 21, Qdc ~ &17J ,

P:~rts210find 211 (21 CI-’R21 0ar~d21 l)].

m Yf)(lr [Ilc([ic:ll gases fire also fidultcrated within the meaning of Section

501 (:] )(2 )( [1) of tl~c /\ct in that the controls used for the mmufacturc, proc~’ssillj;,
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packaging or holdii~g of the product arc not. in conformmcc with 21 CFR 210 iMICi

~ 1 1. violations ~llCour]t~rcci during the FDA inspection include, b~]f arc not

Iinlitcci to, dlc following:

1. Failure to have wittcn procedures for performing post-fill operations
and rc:ording the purity and identity of the gas wld performing the

[J()$t”fil[ lC~k. tCSt. Also, failure to maintain rccorck of Iabomtorvd
irlst.’mrllcrlts, apparatus, gauges, and recording cicviccs.

2. [T~ilurc to document significant manufacturing steps including:
prc-fill cylinder checks, tcmpcraturc and pressure checks while filling,

[W-fill [~ Mld purity ChCCk& filled \C~k tCStS , and application of proper lot

number labeling.

3. Fai]urc to perform and document review of records by a responsible
person.

‘1, [:;~iltlrc to document calibration of the pressure gauge, vacuum gauge
af~d thcrl~lornctcr used in ‘hc filling operation.

l-l~is letter is I\ot n~car~t to bc all-inclusive. It is your responsibility to ensure

n~il~crcr~cc to cacl~ rcquircmcnt of the /\ct and regulations. Failure to do so :nfly

rcs{llt i[l crlforccrncnt action without further notice. This includes seizure m\d/or

inj~lllclion.
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